United States Patent and Trademark Office 



UNITED STATES DEPARTMENT OF COMMERCE 
I nilid Stall-, l'atint and Trademark Office 

Address: COMMISSIONER FOR PATENTS 



APPLICATION NO. 



10/598,700 



FILING DATE 



25005 7590 

Intellectual Property Dept. 
Dewitt Ross & Stevens SC 
2 East Mifflin Street 
Suite 600 

Madison, WI 53703-2865 



FIRST NAMED INVENTOR 



ATTORNEY DOCKET NO. CONFIRMATION NO. 



MCGARRY, SEAN 



PAPER NUMBER 



DELIVERY MODE 



Please find below and/or attached an Office communication concerning this application or proceeding. 

The time period for reply, if any, is set in the attached communication. 



PTOL-90A (Rev. 04/07) 



l/ffflrC? nVrliUli Otfff Iff ids y 


Application No. 

10/598,700 


Applicant(s) 

RAY ET AL. 


Examiner 

Sean R. McGarry 


Art Unit 

1635 





- The MAILING DATE of this communication appears on the cover sheet with the correspondence address — 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
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DETAILED ACTION 

This application contains sequence disclosures that are encompassed by the 
definitions for nucleotide and/or amino acid sequences set forth in 37 CFR 1 .821 (a)(1 ) 
and (a)(2). However, this application fails to comply with the requirements of 37 CFR 
1 .821 through 1 .825 for the reason(s) set forth below. 

This application contains ay least one nucleic acid sequence in the specification 
and claims that is not accompanied by a required sequence identifier. The figures (1 , 4, 
6, and 9, for example) also disclose sequences that do not appear to have sequence 
identifiers or included in the computer readable form of the sequence listing. This 
application fails to comply with at least 37 CFR 1 .821 (d). Applicant should review the 
application and ensure that the application complies with the sequence rules. 

Failure to comply with these requirements will result in ABANDONMENT of the 
application under 37 CFR 1 .821 (g). 

Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 3-10 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 
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Claims 3-9 all recite or depend from a claim that recites "the structural analog or 
mimic". There is no antecedent basis for this recitation in the claims rendering the 
claims vague and indefinite. 

Claim 7 recites "using known methods" The use of this terminology is unclear 
since it is not clear for example who these method are known too. The language is also 
ambiguous since the claims refer to an "assay" when the method is a method of 
synthesizing. 

Claim 8 is unclear since it describes method steps in the past tense. It is unclear 
whether these are method steps or steps that were used to make a component used in 
the method for example. It is also noted that there is no context given to the terms 
"domain III stem-loops. . ." The examiner would be required to make assumptions 
and/or import limitations from the specification to interpret the claimed invention. 

Claim 10 recites "the secondary structure" and "the 100-fold and 200 fold 
excess." There is no antecedent basis for these limitations in the claims rendering the 
claim vague and indefinite. Claim 10 also recites "of in vitro transcribed SL II, III, and IV 
RNAs" it is noted that there is not context provided for these terms in the claim and the 
examiner would be required to make assumptions and/or import limitations from the 
specification to interpret the claimed invention. 

Claims 3 and 4 provide for the use of "small synthetic HCV. . .", but, since 
the claims do not set forth any steps involved in the method/process, it is unclear what 
method/process applicant is intending to encompass. A claim is indefinite where it 
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merely recites a use without any active, positive steps delimiting how this use is actually 
practiced. 

Claims 3 and 4 are rejected under 35 U.S.C. 101 because the claimed recitation 
of a use, without setting forth any steps involved in the process, results in an improper 
definition of a process, i.e., results in a claim which is not a proper process claim under 
35 U.S.C. 101 . See for example Ex parte Dunki, 153 USPQ 678 (Bd.App. 1967) and 
Clinical Products, Ltd. v. Brenner, 255 F. Supp. 131, 149 USPQ 475 (D.D.C. 1966). 



Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 2-9,11, and 12 are rejected under 35 U.S.C. 112, first paragraph, as failing to 
comply with the written description requirement. The claim(s) contains subject matter 
which was not described in the specification in such a way as to reasonably convey to 
one skilled in the relevant art that the inventor(s), at the time the application was filed, 
had possession of the claimed invention. This is a written description rejection. 

The specification discloses a sequence which corresponds to an HCV IRES DNA 
sequence that inhibits HCV IRES mediated translation. The specific sequence recited 
in the claims meets the written description provisions of 35 USC 112, first paragraph. 
However, the claims are directed to encompass "structural analogs and mimics" None 
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of these sequences and/or structures meet the written description provision of 35 USC 
112, first paragraph. The specification provides insufficient written description to 
support the genus encompassed by the claim. The specification discloses only the 
recited sequence that possesses the function described in the specification and 
required in the claims. The specification does not provide any description of any 
structural analogs or mimics which function as the recited nucleic acid sequence. For 
example it has not been described if the properties of the nucleic acid are due to its 
sequence it structure or some combination of the two. One in the art would not be 
capable of instantly envisioning the structures of the compounds embraced in the scope 
of the claimed invention. 

Vas-Cath Inc. v. Mahurkar , 1 9 USPQ2d 1111, makes clear that "applicant must 
convey with reasonable clarity to those skilled in the art that, as of the filing date sought, 
he or she was in possession of the invention. The invention is, for purposes of the 
'written description' inquiry, whatever is now claimed." (See page 1117.) The 
specification does not "clearly allow persons of ordinary skill in the art to recognize that 
[he or she] invented what is claimed." (See Vas-Cath at page 1116.) 

With the exception of the recited IRES nucleic acid sequence the skilled artisan 
cannot envision the detailed chemical structure of the encompassed "structural analogs 
or mimics, regardless of the complexity or simplicity of the method of isolation. 
Adequate written description requires more than a mere statement that it is part of the 
invention and reference to a potential method for isolating it. See Fiers v. Revel , 25 
USPQ2d 1 601 , 1 606 (CAFC 1 993) and Amqen Inc. V. Chuaai Pharmaceutical Co. Ltd.. 
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1 8 USPQ2d 1016. In Fiddes v. Baird . 30 USPQ2d 1481, 1 483, claims directed to 
mammalian FGF's were found unpatentable due to lack of written description for the 
broad class. The specification provided only the bovine sequence. 

Therefore, only the recited sequence, but not the full breadth of the claims meet 
the written description provision of 35 USC 112, first paragraph. The species 
specifically disclosed are not representative of the genus because the genus may be 
highly variant. Applicant is reminded that Vas-Cath makes clear that the written 
description provision of 35 USC 1 12 is severable from its enablement provision. (See 
page 1115.) 



Claim Rejections - 35 USC § 102 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 5-9 are rejected under 35 U.S.C. 102(b) as being anticipated by Rice et al 
[US 6127116]. 

Rice et al have disclosed a recombinant HCV vector. The inclusion of the subject 
sequence is assumed by the examiner to be present since it is part of the HCV genome. 
The examiner, however cannot verify it inclusion since the Office is not equipped with 
laboratory facilities that would be required to make such a determination. The burden 
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has, therefore been properly shifted to applicant to show that the vectors of the prior art 



would not contain the sequence recited in the instant claims. 



Where the claimed and prior art products are identical or substantially identical in structure or 
composition, or are produced by identical or substantially identical processes, a prima facie case 
of either anticipation or obviousness has been established. In re Best, 562 F.2d 1252, 1255, 195 
USPQ 430, 433 (CCPA 1977). A When the PTO shows a sound basis for believing that the products 
of the applicant and the prior art are the same, the applicant has the burden of showing that they 
are nots In re Spada, 911 F.2d 705, 709, 15 USPQ2d 1655, 1658 (Fed. Cir. 1990). Therefore, the 
prima facie case can be rebutted by evidence showing that the prior art products do not 
necessarily possess the characteristics of the claimed product. In re Best, 562 F.2d at 1255, 195 
USPQ at 433. 



Claim 1 is free of the art and is allowed. 



The following art made of record and not relied upon but is considered pertinent 
to applicant's disclosure. Ray et al [NAR Vol. 32(5):1 678-87, 3/12/04]. 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Sean R. McGarry whose telephone number is (571) 

272- 0761 . The examiner can normally be reached on M-Th (6:00-4:30). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, J. Douglas Schultz can be reached on (571) 272-0763. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 

273- 8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

Sean R McGarry 
Primary Examiner 
Art Unit 1635 

/Sean R McGarry/ 

Primary Examiner, Art Unit 1635 



